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3. Failure to establish and maintain procedures to control all required documents, which
include changes, authorizations, and distribution of current, approved versions;

4, Failure to establish and maintain procedures for controlling changes to a specification,
method, process, or procedure;

5. Failure to follow ftished device acceptance procedures to ensure that each production
run, lot or batch of finished devices meets acceptance criteria. For example, device
history records are not reviewed prior to distribution of devices;

6. Failure to establish and maintain schedules for the adjustment, cleaning, and other
maintenance of equipment to ensure that manufacturing specifications are met;

7. Failure to establish procedures for and maintain records of employee training.

The above violations are not intended to be an all-inclusive list of deficiencies at your facility. It
is your responsibility to assure adherence to each requirement of the Act and regulations. The
specific violations noted in this letter and in the FDA-483 issued at the close-out of the
inspection may be symptomatic of serious underlying problems in your firm’s manufacturing and
quality assurance systems. You are responsible for investigating and determining the causes of
the violations identified by the FDA. If the causes are determined to be systems problems, you
must promptly initiate permanent corrective actions.

Until these violations are corrected, Federal agencies will be advised of the issuance of all
Warning Letters about devices so that they may take this information into account when
considering the award of contracts. Additionally, no pending applications for premarket
approval (?MA’s) or export approval requests will be approved and no premarket notifications
(Section 510(k)’s) will be found to be substantially equivalent for products manufactured at the
facility in which the above GMP violations were found until the violations have been corrected.

You should take prompt action to correct these deviations. Failure to promptly correct these
deviations may result in regulatory action without fbrther notice. Such actions include, but are
not limited to, seizure, injunction and/or civil penalties.

Please notifi this ofllce in writing, within 15 working days of receipt of this letter, of the specific
steps you have taken to correct the noted violations and to prevent their recurrence. If corrective
action cannot be completed within 15 working days, state the reason for the delay and the time
within which the corrections will be completed.

Your reply should be directed to Barbara D. Wright, Compliance Ol%cer, U.S. Food and Drug
Administration, 4298 Elysian Fields Ave., New Orleans, Louisiana 70122-3848. Should you
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have any questions concerning the contents of this letter, or if you should desire a meeting with
the agency staff, you may contact Ms. Wright at (504) 589-7166.

u James E. Garnet
District Director
New Orleans District

Enclosures: FDA-483
Device Registration & Listing Forms
Device Registration & Listing Instruction Booklet
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